JAEKJIAPAIIMSI O COOTBETCTBHH

NEKJIAPAHT, IPUHUMAIJOIIIE JEKJIAPAIIHIO O COOTBETCTBHHA

AO "Canogu Poccus”

Csederun o pezucmpayuu opzanusayuu. Mexcpationnan uncnexyus Dedepanvioti nanozo60d cayncber Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcran, 0. 22. Tenegpon/thaxe: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvrviii oupexmop Monoic O.4.

Hosepernnoe nuyo: Cmenanoe C.C., dosepernocmy 6/n om (01,12.2017

JAABISAET, UTO

Rexapcmeenroe cpedcmeo: Byckonan, mabnemyxu noxpeimole obonowroti 10 m2 20 wm., ynaxosru avetikogsle
xoumypnuie (1), nauxu xapmonnvie, PY Ne IT N014393/01 om 15.08.2008 (0ama samenv 02.08.2017) evidano
AO "Canogpu Poccun”, cepun 181204, napmun 92250 ynaroeox, 200ex 0o 01.09.2021, npouzsodcmea
Henvpapm Peitme, Opanyus, Delpharm Reims, 10 Rue Colonel Charbonneaux, 51100 Reims, France xod
OKIIH2 21.20.10.113, koo TH B3 3004490009, xowmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne
9085319199 om 08.01.2019

COOTBETCTBYET TPEBOBAHUAM
TTIN014393/01-060309 (HT 42-8110-06 uzm. Ne 2-6)

JEKJIAPAITUA ITPHHATA HA OCHOBAHHH
npomoxon ucnermanuit No 1050 om 18.01.2019 HJI QOC HL[ "®APMObOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21DJI40, Cepmughuram POCC FR.OM08.C31775 om 18.01.2019

HATA ITPRHATHA NEKJIAPANTNM 18.01.2019
NEKJAPALIIASA ZEHCTBHUTEJILHA O 01.09.202]

MIT.
Ctenanos C.C.

dexaapaim %ﬁ: .10

CBEJEHWS O PETUCTPAIIAA

OPTAH IIO CEPTHOHKAITAN, 3APETUCTPAPOBABIN I NEKJIAPAIIHYO

RA.RU. 11 MO8 OPIAH ITO CEPTHOHKALIMH ITPONYKIHH OFLIECTBO C OIPAHHYEHHOH

OTBETCTBEHHOCTEIO "OKPY)KHON IJEHTP KOHTPOJIH KAYECTBA",

adpec opeanuzayuu. 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no

cepmuchuxayuu: 115280, POCCHA, 20pod Mockeaa, yn. Macmepxosa, 0. 4, am. 5., men.: (495)788-02-88, sebd-

caiim: oyxx.pg.

JAEKJAPAIINSA O COOTBETCTBHAM 3APETHCTPHPOBAHA X POCC RU J]-FR. ®M(8.4.12954/19
ATA %&CTPAIIHPI 18,01.2019

Y
\ Hunenko U.B.

NOANHKCE Pyxoeogurens OC




Densdapm

CepTudukar cooTBeTCTBUA U aHanNu3a Peiimc

HasBaHve nexapCTBEHHOrO
cpeAacTBa:

Kop 3akasuuka / eepcus:
AKTUBHB!A MHrPEeAUEHT(bI):
ApTukyn Ne:

Homep cepuun:

Homep cepun
HepactacoBaHHOMO NPOAYKTA:

Nuuerauna Ha npoussoacTeo Ne:

MNpounssoacTBEHHAA
cneuudurkauma:

TecroBana cneundukayma Ne:

Hata npoussoacTea:
Cpok rogHocTu:

KonuuyecTso ebINyLWEHHON
cepun:

3ansneHue o cepTudUKaLmu:

CepTuWKaT COOTBETCTBUA

Crpanuya: 1
HanevartaHo: 4/12/18

BYCKOMNAH TatneTkw, nokpeiTele obonovkon, 10Mr
Pocceus

PervnctpaunonHoe yaoctosepenune Ne: N N014393/01
BrnmcrepHas ynakoska x 20

651701 - 029

MocuuHa 6yTunbpomug 10Mr/TabneTka
306930

181204

181204

M 15/292

76586_P330A10103

76586_P510ai0203
76586_P520ai0401

09/ 2018
09/ 2021

82 250 eg.

“HacToawum noareepxaalo, 4TO BbllWeyKasaHHas MHPOPMaLUA ABNAETCA JOCTOBEPHOW U
npasunbHOi. [laHHaA cepus NekapcTBeHHOro CpeacTBa NpoM3BeAeHa, BKNIOYAa YNAKOBKY W
KOHTPOMNE KAYeCTBA, B YKa3aHHOM BbILLE MECTE B NONHOM COOTBETCTBUM ¢ TpebosaHnamu GMP
MECTHOrO perynaTopHOro opraHa u cneyudnkaumam, 3aperncTpupoBaHHbIM B UMNOPTUPYIOLLEA
cTpane/ cneyudmkaLumn Ana Uccneayemblx NexkapcTBeHHbIX cpeacTe. OTYeTH O NPOUSBOACTRE,
YNaKoBKE W KOHTpONe KayecTBa cepun Obinu NpoBEpeHs! U NPU3HaHbI COOTBETCTBYHOWMMMN
Tpeboeannam GMP. Nliobbie OTKNIOHEHURA BbinK YYTEHB! A0 Bbinycka cepun. PaspeweHue Ha
3TY Cepuio AaHO YNOMNHOMOYEHHBIM NULOM.”

05.12.2018 Emanuelle DERVIN
YNONHOMOUYEHHOE NULO
noanuck
Henbcapm Pemc
10 Pro Kononent LlapBoxHo
51100 Peiimc, OpaHuma



CepTudmkaT COOTBETCTBUA U aHanNu3a

HassaHue neKapcTBeHHOro
cpencrea:

ApTukyn Ne : 306930
Homep cepum 1181204
Homep cepun 1181204
HepactacoBaHHOro

npoaykra

TecToas cneuncukauma Ne:

MNpouseofcTeeHHan cneundukauua Ne:

UcnbiTaHue

Onucanue:

3anax:
Pasmepbl: agnameTp
Paamepei: TONWKUHA

OAHOPOAHOCTb MacChl: CpeaHee
3HaueHue

PacnapgaemMocTsb:

3HaveHune pH:

MoTeps B Macce npu
BbICYLUMBAHNN:

TecT Ha BpoMuapl:
WaenTudounkayua: AD 1 (TCX)

PasznoxeHve akTUBHOro
WHrpeaweHTa:

BA 345 BR (TCX)

AD 12 (TCX)

BA 790 BR (TCX)

HecneywdhuuvpoBaHHbIA NPoayKT

pasnoxeHus (TCX)

BYCKOIMNAH Tabnetkn, nokpbiTble
oBonoukon, 10mMr

Koa 3akasuwvka / Bepcua: 651701-029

76586_P510ai0203
76586_P520ai0401

76586_P330A10103

Cneundmxkaymn

Bentie, kpyrnbie, ABOSIKOBLINYKNbIe

Oenbchapm
Penmc
CTtpanuua: 2

HaneyataHo: 04/12/18

Jlata npouseoacTea:
17/09/18

Cpok roaHocTu: 09/ 2021

PezynbTar

CooTtBETCTBYET

TabneTky, NOKPBITLIE CaXapHOH 0B6ONOYKON

MouTH HEOWYTUMBIA
Okono 7,0 Mm
Oxkono 3,7 MM

142,6 - 167,56 mr

Cragua 1. 6/6 TabneTok <= 10 MUH.

CTtagus 2. He meHee 16 U3 18 TabneTok <=

10 MUH.

45-65

£50%

Monoxutenex

COOTBeTCTByeT cTaHpapty

He Gonee 0,8%
He Gonee 0,2%
He Gonee 0,5%

He Bonee 0,2% {kaxgbIi)

CooTeeTCTBYET
6,9 Mm

3,7 Mm

148,4 mr/rabnetka
CooTseTcrBYeT
OtnenbHble
3HaYEeHMUR:
555

6 6 6

57

4,0 %

CooTeercTBYET

CooTeercTayeT

He oBHapyweHo
He oBHapyweHo
He oBHapyweHo

He oBHapy»eHo



Ceprudukar COoTBETCTBMA U aHanNM3a

HasBaHue nekapcTBEHHOrO
cpencrtaa:

Aptukyn Ne : 306930
Homep cepun 1181204
Homep cepun 1181204
HepacdacoBaHHOro

npoaykTa

Tectosas cneundurkauus Ne;

MpouseoacTeeHHan cneundukauus Ne:

HUcnbiTanue

WpeHTudpukauma: AD 1 (BOXKX)

KonuuectBeHHoe onpeaenexHune:
AD 1 (BOX)

PacteopeHne
Bpema: 45 MuH. (BIHX)

OaHOPOAHOCTE Cogepkanua —
oTaenbHbie 3Haqderus (10)
{(meToguka Eep. ®.) (BIXHX)

OgHOpOAHOCTE COAEPXAHNA —
oTaenbHbie 3HaveHun (10)
{(meToauka Eep. @.) (BIXX)

BYCKOIMAH tabneTku, nokpeITele
oBonoukoi, 10Mr

Koa 3akazuuka / sepcua; 651701-029

76586_P510ai0203
76586_P520ai0401

76586_P330A10103

Cneundurkaymn

CooTBeTCTBYET CTAHAAPTY

9,5 - 10,5 mr/ Tabnetka

(n=6): cpegHee W OTAENbHBIE 3HAYEHWA >=
75%

(n=12): cpegHee 3Ha4eHne >= 70%,
OTAENbHBIE 3HAYEHUA >= 55%

(n=24): cpeaHee 3HaveHne >= 70%, He
Gonee 2-x oTAENbHbIX 3Ha4YeHUN >= 55%,
HW 0AHO < 45%

10/10 3Havenmnit mexay + 15,0% ot
CPEAHEro 3Ha4YeHUA CogepKaHna

Ycnosuwe A (n=10 Tabnetok)
Honyctumoe 3Ha4eHmne (k=2.4} AOMKHO
6bITk He Gonee vem 15,0

Henbdgapm
Petimc
CTtpannya: 3

Hanevatawo: 04/12/18

Oara nponaeoacTea:
17/09/18

Cpok rogHocTy: 09/ 2021

PeaynbTat

CooTeeTcTRYET

9,9 mr/ Tabnetka

CooTeeTcTBYET

90

OTaencHule
3HAYEHWA:
94 97 79
96 95 63
96 83 97
92 98 95

CooTBetcTByet

OTaenbHele
3HAMEHUA:

99,5 996 97,8
98,3 98,9 99,5
100,8 98,7 101.1
98,6

2.5



CepTudukar COOTBETCTBUA U aHANKU3a

Odenudapm
Peimc
:aaaanue.nexapcrneunoro BYCKONMAH Ta6neTky, nokpbiThie CTtpaHuua: 4
peacTea: M
obonovkor, 10mr
ApTukyn Ne : 306930 Kop 3akasunka / eepcun: 651701-029 Hanevartaxo: 04/12/18
Homep cepuu 1181204
Homep cepun 1181204
HepacthacoBaHHOro
npoaykra
Tectosan cneuvdukaymna Ne: 76586 P510ai0203 fAara npounasoacTea:
17/09/18
76586_P520ai0401
MpoussoacTBeHHan cneyudmrkayus Ne: 76586_P330AI10103 Cpok roaHocTu: 09/ 2021
McneiTanue Cneundukauma PesynbTart
OueHka: CooteeTcTBYeT Cneuwnhnkaumm
Oata ananusa: 04/12/18 Moanuce
AHanua Ne: 372429 KouTpone kavectea  04.12.2018 Og MoTpuH

{nognwck)



Certificate of Conformance and Analysis

Froduct

Customer code / Version:

Active Ingredient(s)

Article No.

Batch/_ ot No.:

Bulk Batch No

N° of Manufacturing Authorization:

Manufacturing specification

Testing specification:

Date of Manufacture:

Expiry Date:

Batch quartity released:

2

DELPHARM
ARelme

Certificate of Conformance
Page: 1
Printed on:4/12/14
BUSCOPAN COATED TABLETS 10MG
RUSSIAN FEDERATION
MARKETING AUTHORIZATION No.:P N014393/01

BLISTER ¥ 20

651701 /029

HYOSCINE BUTYLBROMIDE 10MG/TABLET

306930
181204

181204

M 157292
76586_P330A10103
76586_P510a10203
76586_P520a210401
09 2018

09 2021

92,250 UN

N 2 Y ) T e A O I D S T e O e O BrEEsammc=eR

Certification statement

"I hereby certify that the above information is authentic and accurate and that all the manufacturing stages
of this batch of finished product have been carried out in full compliance with the GMP requirements of the
local Regutatory Authority. the EU and with the requirements of the Marketing Authorization(s) of the

destination country/countries.

lhe batch processing, packaging and analysis records have been reviewed and

found to be in compliance with GMP. Any deviations have been assessed and closed prior to batch release
The batch has been released by a Gualified Person”

Em JERVIN
Qualified Person

Signature ﬂ ) 2813

Delpharn Reims
10 Rue Colonel Charbonneaux
51100 Reims, France



Certificate of Conformance and Analysis

Product Name :
Article No. : 306930
Batch/Lot No.: 181204
Bulk Batch No: 181204
Testing Specification . .

BUSCOPAN COATED TABLLTS 10MG
Customer code / Version: 651701

RUSSIAN FEDERATTON
/029

: 76586_P510a10203

76586 _P520a10401

Manufacturing Specification No.: 76586_P330AI0103

Round. white. biconvex, sugar-coated

Tests Specifications
Description

tablets
Odour Almost imperceptible

dimensions: diameter
Dimensions: thickness
Average mass

Disintegration time

pH
Loss on drying

Identification : Hyoscine butylbromige

(TLC}
Degradation products : BA 345 BR (TLC)
Degradation products : AD12 (TLC)

Degradation products : BA 790 BR (TLC)

Degradation products:
degradation product

Any urspecified
{TLC)
ldentification : Myoscine butylbromide
(HPLC)

About 7.0 mm

About 3.7 mm

142.5 - 157.5 mg

Requirement A (n=5 tablets) : <= 10 min

Requirement B (n=6+ 12 further tablets)
At least 16 values <= 10 min

46 -65
NHT & ¢ %

Corresponding 1o standard

NMT 0.8 %
NMT 0.2 X
NMT 0.5 %

NMT 0.2 %

Corresponding to standard

L)

DELPHARM

Reims

Page: 2
Printed on: 4/12/18

Date of Manufacture: 17/09/18

Expiry Date

Results

T Y I 0 e 9 R T e

Conforms

Conforms

6.9 mm

3.7 mm

148.4 mg/tab

Conforms

Individua! values:

5 5 5
& 6 6
5.7

4.6 %

conforms

Not detectable

Not detectable

Not detectable

Not detectable

Conforms

1 09 2021



Certificate of Conformance and Analysis

Product MName

Article No. .: 306930
Batch/Lot No.: 181204
Bulk Batch No: 181204

Testing Specification . .

: BUSCOPAN COATED TABLETS 10MG
Custorer code / Version: 651701

RUSSIAN FEDERAILON
/029

: 76586_P510ai0203

76586_P520a10401

Manufacturing Specification No.: 76586 P330A10103

Tests

Specifications

NN EaCEAENNOREEDnES - mm-

Active ingredient content : Hyoscine
butylbromide (HPLC)
Dissolution test 45 min  (HPLCY

Uniformity of dosage units: Hyoscine
butytbromide (EP Method)(HFLC)

Uniformity of dosage units: Hyoscine
butylbromide (EP Method)(HPLC)

: 4/12/18
L 372429

Date of Analysis
No. of Analysis

- I T T D O T O i

9.5 - 10 5 mg/tab

(n=6) :Individuals »- 75 g

(n=12):Average >=70 § & indiv. >=55 %

(n=24):Average >=70 % &NMT 2 values <55%
& none < 45 %

Requirement A {n=10)
Individua! values (%)

Requirement A (n=10)
The acceptance value (k=2.4) must not
be greater than 15.0

Signature
Quality Control

2

DELPHARM
Reime

Page: 3
Printed on: 4/12/18

Pate of Manufacture: 17/09/18

Expiry Date ., ., . 09 2021
Results

9.9 mg/tab.

Conforms

90

Ind'vidual values

94 97 79

26 95 63

96 83 97

92 98 95
Conforms

Individual values:

93.5 99.6 87 .8
98.3 98.9 99.5
10¢.8 98.7 101.1
98.6

2.5



